Journal of 


Clinical Research and Pharmacoepidemiology 


Volume 6, Number 1, March 1992 


Contents 
PROCEEDINGS 


Monitoring Clinical Studies in the European Community: Comparison of Clinical 
Research in the U.S. and Europe 
Peter J. Rees 
1 


ORIGINAL ARTICLES 


Legal Update: Ohio Supreme Court Examines Investigational Drug Research 
John M. Isidor 
11 


Compliance with Medication Timing: Implications from a Medication Trial for Drug 
Development and Clinical Practice 
Peter Rudd, Shaheda Ahmed, Valerie Zachary, Carol Barton, and Delphine Bonduelle 
15 


Pharmacoeconomic Benefits of Ranitidine Maintenance Therapy 


G.M. Van Deventer and J.T. Osterhaus 
29 


Industry Involvement in Cooperative Oncology Group Studies 
Nancy Paul and Joseph L. Pater 
39 
Scoring System in a Pilot Effectiveness Study of Patients with Sickle Cell Anemia 
Ana Rubio and Michael Weintraub 
47 


ANNOUNCEMENTS 


Meetings of Interest 
55 


_ 


Journal of 


Clinical Research and Pharmacoepidemiology 


Volume 6, Number 2, June 1992 


Contents 
PROCEEDINGS 


Basic Statistics for Clinical Monitors and Coordinators 
57 


Basic Statistics: Concept of a P-Value 
David B. Hall 
59 


Basic Statistics: Patient Dropouts and Issues with Multiple Testing 
Mary F. Johnson 
65 
Basic Statistics: Importance of Compliance 
Gordon W. Pledger 
77 


Question and Answer Period 
83 


BIBLIOGRAPHY 


Quality of Life Bibliography and Indexes 
Bert Spilker, Wendolyn S.A. White, Rolly L. Simpson, Jr., and Hugh H. Tilson 
87 


ANNOUNCEMENTS 


Meetings of Interest 
157 


| 


Journal of 


Clinical Research and Pharmacoepidemiology 


Volume 6, Number 3, September 1992 


Contents 
ORIGINAL ARTICLES 


FDA’s Review of New Drug Applications: Recent Trends 
Pheak Son Seo and Kenneth I. Kaitin 
159 


Centralized Training, Monitoring, and Support of Study Coordinators in a 
Multicenter Clinical Trial: Methods and Perspectives 
Maria Elena Adrianza, Mary J. McAdams, Joseph A. Tangrea, William E. Helsel, 
Brenda K. Edwards, Dorothy V. Myers, Patricia A. Challenger, Mary E. Autrey, 
Barbara A. Slusarski, Joan T. Lattimer, Leslie M. Perlman, Catherine R. Pollard, and 
Alexandra L. Pollard 
169 
Preparation, Packaging, and Labeling of Investigational Clinical Supplies: 
Part II—Packaging of Investigational Clinical Supplies 
David F. Bernstein and Frank J. Tiano 
183 


THE LIGHTER SIDE 


Source Documentation—Lost in Space 
Marion Shiffer 
195 


BIBLIOGRAPHY 


Quality of Life Bibliography and Indexes: 1991 Update 
Bert Spilker, Rolly L. Simpson, Jr., and Hugh H. Tilson 
205 


BOOK REVIEW 


Drug Discovery: A Casebook and Analysis, by Robert A. Maxwell and 
Shohreh B. Eckhardt 
David M. Cocchetto 
267 


ANNOUNCEMENTS 


Meetings of Interest 
269 


_ 


Journal of 


Clinical Research and Pharmacoepidemiology 
Volume 6, Number 4, December 1992 


Contents 
ORIGINAL ARTICLES 
NDA Day: The Approval of a Neuromuscular Blocking Agent 
Loren Miller, Martha Abou-Donia, David Rudd, Basil Samara, Virginia Schmith, 
Cameron Huffman, William Wargin, Ross Raymond, Allen Lai, Malcom McRainey, 
Brad Hutson, Marshall Higgs, and Jeff Woolf 
271 


The Role of an Independent Data Monitoring Board in a Clinical Trial Sponsored by 
a Pharmaceutical Firm 
Jay Herson, Frederick, P. Ognibene, David A. Peura, and William Silen 
285 
Clinical Research Trials: Evaluation of a Recruitment Strategy for Healthy Elders 
Karen M. Nystrom, Walter B. Forman, and Mark T. Holdsworth 
293 


RESEARCH REPORT 


Cilazapril Versus Propranolol LA in Patients With Essential Hypertension 


Henry A. Punzi 
303 


BIBLIOGRAPHY 


1980 to 1990 English Language Bibliography of Pharmacoepidemiologic Research 
Using Computerized Administrative Databases 


Cathy Sigler, Rose Cygan, and Stephen Van de Carr 
313 


ACKNOWLEDGEMENTS 


1992 Reviewers 
327 


ANNOUNCEMENTS 
Meetings of Interest 
328 


INDICES 


Author 
329 


Subject 
331 


| 


